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purpose

1. Purpose

ThisImport Risk Analysis Handbook sets out the processthat Biosecurity Australiafollowsto undertakean
Import Risk Analysis(IRA).

The handbook builds on the 1998 AQI SImport Risk Analysis Process Handbook that was part of the
Government responseto recommendations of the Australian Quarantine Review Committee!. Therevisionsto
the process are based on Biosecurity Australia's experiencewith Import Risk Analysis, theresults of relevant
parliamentary reviews, advice from the Quarantine and ExportsAdvisory Council (QEAC) and comments
from stakeholders.

TheAustralian Quarantine Review Committee’ sreport wasissued in 1996 and isaso referred to asthe
Nairn Report after itschairperson.
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2. Biosecurity policy

2.1 Australia's biosecurity policy

2.1.1 Objectives

The objective of the Australian biosecurity policiesreferred to in this handbook is the prevention or
control of the entry, establishment or spread of pests and diseases that will or could cause significant
damage to human beings, animals, plants, other aspects of the environment, or economic activities.

Biosecurity Australia devel ops biosecurity policies for mattersthat fall under the responsibility of the
Department of Agriculture, Fisheriesand Forestry —Austraia(AFFA)2

Australiahas uniqueand diversefloraand fauna, hasvaluable agricultural industriesandisrelatively freefrom
serious pestsand diseases. Therefore, successive Commonwealth Governmentshave maintained a
conservative but not azero-risk approach to the management of biosecurity risks. Thisapproachisconsistent
with the World Trade Organi zation Agreement on the Application of Sanitary and Phytosanitary Measures(the
SPSAgreement) and isevident in therange of biosecurity related activities, including policies onimported
commaodities, procedures at the border, and operationsagainst incursions of pestsand diseases.

The SPSAgreement (see Annex 8) definesthe concept of an "appropriatelevel of sanitary or phytosanitary
protection (ALOP)' astheleve of protection deemed appropriate by aWTO Member in establishing asanitary
or phytosanitary measureto protect human, animal or plant life or healthwithinitsterritory. Insettingits
ALOP, aWTO Member should take into account the objective of minimising negative trade effects.

Likemany other countries, AustraliaexpressesitsALOPin qualitativeterms. AustraliasALOP, which
reflects community expectationsthrough government policy, is currently expressed as providing ahigh level
of sanitary or phytosanitary protection aimed at reducing risk toavery low level, but not to zero.

2.1.2 Risk management and SPS measures

Australia's plant and animal health statusismaintained through the implementation of measuresto facilitate
theimportation of productswhile protecting the health of people, animalsand plants.

Australia's approach to addressing requestsfor imports of animals, plantsand their products, wherethereare
biosecurity risks, isto draw on existing sanitary and phytosanitary measuresfor similar productswith
comparablerisks. However, where measures for comparabl e biosecurity risks have not previously been
established, a thorough assessment will be necessary to identify the risks to Australia and determine what
sanitary and phytosanitary measures are needed to reducethoserisksto alevel consistent withAustralias
ALOP

2Primary policy responsibility for human biosecurity, including food safety, restswith the Department of Health and Ageing.
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2.2 Biosecurity Australia

Biosecurity Australiais part of the Commonwealth Department of Agriculture, Fisheriesand Forestry —
Australia(AFFA). It was established as an entity separate from the Australian Quarantine and I nspection
Service (AQIS) in October 2000 to distinguish biosecurity policy development and export technical market
access hegotiationsfrom the operational work of AQIS. AQISsresponsibilitiesinclude ensuring border
guarantine security, issuing import permitsand providing export health certification.

Biosecurity Australiaisresponsiblefor:

» developing new biosecurity (sanitary and phytosanitary) risk management measuresand reviewing
existing measuresfor theimportation of live animalsand plants, and animal and plant products

« working with AQISon theimplementation of biosecurity measures

« conducting technical negotiationswith counterpart agenciesin other countries, to develop new market
accessand maintain and improve upon existing market accessfor Australian liveanimalsand plants, their
genetic material and plant products

e participatingintheactivitiesof theinternational standard-setting organi sationsrelevant to biosecurity

« working with various Commonweal th and State/ Territory organi sationsin relation to the continuum of
quarantine.

Biosecurity Australiahas considerable experienceinimport risk analysis. Itswork onimport risk analysis
asoinvolvesexpertsfrom bodies such asrelevant State and Territory agencies, the Commonwealth Scientific
and Industrial Research Organisation (CSIRO) and universities.

Aspart of import risk analysis, Biosecurity Austraia, worksin partnership with the Statesand Territoriesto
addressregional differencesin pest statusand risk within Australia, and consegquent sanitary and phytosanitary
measures. Thisinvolvesconsultation with relevant State and Territory agenciesthroughout the course of an
import risk analysis (IRA), with an emphasison identifying and resol ving i ssuesrel ating to regional
differencesin pest statusand risk early inthe |RA process.

2.3 Australian legislation

TheAustralian quarantine systemis supported by Commonwealth, and State and Territory quarantine laws.
Under theAustralian Constitution, the Commonwealth Government does not have exclusive power to make
lawsin relation to quarantine, so Commonwealth and State laws on quarantine co-exist. However, under
section 109 of the Constitution, if aStatelaw isinconsistent with aCommonweal th law, the Commonwealth
law prevailsand the Statelaw isinvalid to the extent of theinconsistency.

Protection of Australia's human, animal and plant life requiresthe application of controls, established by the
Commonweslth, at Australiasinternational borders. Commonwealth quarantinelawsare contained inthe
Quarantine Act 1908 and inits subordinate | egisl ation found in the Quarantine Proclamation 1998 and the
Quarantine Regulations 2000.
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Responsibility for human health under the Quarantine Act 1908 restswith the Department of Health and
Ageing. Biosecurity Australiaregularly consultswith that Department. The QuarantineAct requiresthe
Director of Animal and Plant Quarantineto ensure that environmental factorsare considered inthe decision
making process. A Memorandum of Understanding (MOU) isin place between Biosecurity Australiaand
Environment Australiato facilitate input of advice on environmental mattersinto theimport risk analyses.

2.4 International agreements and standards

The process set out inthisHandbook conformsto Australidsinternational obligations. These derive, inter
alia, fromthe SPSAgreement and other World Trade Organi zation (WTO) Agreements and specific
international guidelinesand standardson risk analysisdevel oped under the Internationa Plant Protection
Convention (IPPC) and by the Office International des Epizooties (Ol E— the World Organi zation for Animal
Hedlth).

Australiabasesits national measuresoninternational standardswherethey exist and wherethey deliver the
appropriatelevel of protection from pestsand diseases. However, where such standards are not appropriateto
Australia'slevel of biosecurity protection, or relevant standards do not exist, Australiaexercisesitsright under
the SPSAgreement to impose appropriate measures, justified on scientific grounds and supported by risk
analyss.

The proceduresdescribed in thisHandbook are consonant with Australian/New Zealand StandardsASINZS
3931:1998 (Risk analysis of technol ogical systems—application guide) and AS/NZS 4360:1999
(Risk management).

2.5 Notification obligations

Under thetransparency provisionsof the SPSAgreement, WTO membersare required to notify other
membersthrough the WTO secretariat of proposed new sanitary or phytosanitary regulations, or changesto
existing regulations, that are not substantially the same asthe content of aninternational standard and that may
have asignificant impact oninternational trade, at a stage when any comments can be taken into account.
Australiaspracticeisto notify Draft IRA reportsand to allow a60-day period for comment. Australiaalso
notifiesto the WTO the outcome of the IRA process.
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3. Administrative process for Import Risk Analysis

3.1 Whatis Import Risk Analysis

Inanimal and plant biosecurity, import risk analysisidentifiesthe pestsand diseasesrelevant to animport
proposal, assessesthe risks posed by them and, if those risks are unacceptabl e, specifieswhat measures should
betaken to reduce thoserisksto an acceptablelevel. Theseanaysesare conducted viatheadministrative
processdescribed in thisHandbook.

3.2 How the Process is started

Biosecurity Australiamay initiate development of new biosecurity policy or review an existing policy in
responseto:

e aproposa toimport aplant, ananimal, agood derived from plants or animals, amicro-organism, or
commoditieswhich present abiosecurity risk

« theidentification of achanged risk profileor thereceipt of new information by Biosecurity Australiaor
AQIS, or

« anapplicationto AQISfor animport permit.

Proposalsand applications may comefrom individual s, companies, organi sations, government agenciesor
governments (bothinAustraliaand overseas).

Whereit isapparent that the biosecurity risksassociated with animport proposal or application aresimilar to
those addressed by an existing policy, an |RA may not be considered necessary.

3.3 When are IRAs undertaken?
Following from the situations described in 3.2 above, Biosecurity Australiamay undertakean IRA if:
 thereisno relevant existing biosecurity measurefor the good and pest/di sease combination; or

» avariationin established policy isdesirable because pestsor diseases, or thelikelihood and/or
consequences of entry, establishment or spread of the pests or diseases could differ significantly fromthose
previously assessed.

3.4 Function of the handbook
Thishandbook sets out the process supporting the Government's biosecurity objectives, including:

»  biosecurity measuresbased on sound science
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 aignment of accepted riskswith AustraliasALOP

*  biosecurity measureswhich comply with Australia's domestic legislation and international obligations.

3.5 Variation of the Process

In circumstanceswherethereisasignificant changein thebasisfor anIRA, such asdevel opment of anew
relevant international standard, the Executive Manager of Biosecurity Australiamay determinethat the
conduct of an IRA should bevaried. Biosecurity Australiamay terminatean IRA at any stageonitsown
initiative or if aproponent/applicant requeststhat it be terminated.

Therewill be occasionswhen variation of the administrative proceduresin thishandbook is hecessary.
Stakeholdersareinformed of such circumstances and the actionstaken as soon aspracticable. SeeAnnex 4 for
apped rights.

3.6 Economicissues

I'n keeping with the scope of the Quarantine Act 1908 (see Sections 2.2 and 3.1 of thishandbook) and
Australia's obligationsasamember of the WTO, economic considerations aretaken into account only in
relation to mattersarising from the potential direct and indirect impact of pestsand diseasesthat could enter,
establish or spread inAustraliaasaresult of importation.

The potential competitive economicimpact of prospectiveimports on domesticindustriesisnot withinthe
scopeof IRAS.

3.7 Biosecurity Australia: internal methodologies

Biosecurity Australiahasinternal processesto assist those conducting Import Risk Analysiswork. These
includethe production of atechnical manual on the methodol ogiesavailablefor the conduct of IRAS, called
the Guiddinesfor Import Risk Analysis. The structured approach described in these Guidelinesis consistent
with Australian legidlation and Government policy, the requirements of the WTO SPSAgreement, and the
relevant international plant and animal health standards devel oped under the |PPC and by the OIE.

3.8 Communication with stakeholders

Biosecurity Australiamaintainsaregister of stakeholdersto assist effective consultation and communication.
Stakehol ders comprise government agencies, individua's, community or industry groupsor organisations, in
Australiaor oversess, including the proponent/applicant for aspecific proposal, having aninterestinthe
subject matter of an IRA.

Theregister (seeAnnex 5) enables stakehol dersto indicatethe IRAsin which they areinterested, and theway
they prefer to receiveinformation. However, if aperson or organisation chooses not to be placed onthe
stakehol der register, they may accessinformation on the IRA work program and on the status of IRAsthrough
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the Biosecurity Australiawebsite: www.affa.gov.au/biosecurityaustralia.

Copiesof completed IRAsand other IRA documentsareavailable onthewebsite.

3.9 Publicfile

At the commencement of each IRA, Biosecurity Australiaestablishesapublicfileto contain non-confidential
submissionsand other technical documentation. Each publicfileisheld at Biosecurity Australiasofficein
Canberra. Documents may be accessed by appointment during businesshoursfor perusal and copying, and
information in electronic form isavailableto stakeholderson request. Stakeholdersare encouraged to make
submissionselectronically to assist in maximising accessto documents.

Further details of the material to be placed on each publicfilearein Annex 6.

3.10 Other assessment processes

Thishandbook does not describe procedures used to assess animalsor plantsfor their potential to become
pests, or organismsimported as biological control agents, or the evaluation of traits conferred on aplant or
animal speciesby genetic manipulation. Information on methodology and proceduresfor these assessmentsis
availablefrom Biosecurity Australia(see Annex 1 for contact details).

Under the Environment Protection and Biodiversity Conservation Act 1999, Environment Australiamay
assessproposal sfor theimportation of live specimensand their reproductive material. Such an assessment
may be used or referred to by Biosecurity Australiainitsanalyses.
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4. Steps in Import Risk Analysis

Theflowchart at Annex 7 summari ses the sequence of the steps set out here.

Initiation

1. Submission of import proposals

Requestsfor market access may be submitted directly to Biosecurity Australia(usually by therelevant
government authorities of the country seeking to export), or may arise astheresult of an applicationtoAQIS
for animport permit.

2. Policy development or review initiated by Biosecurity Australia

Biosecurity Australiamay initiate the development or review of policy, for example, wherethere are changed
risk profiles or uponthereceipt of new information by Biosecurity Australiaor AQIS.

Scheduling and scoping

3. IRA work program

Biosecurity Australiaexamines proposal sto determinewhich onesrequirean IRA. Many proposalswill not
requirean |RA to be conducted. Thoserequiringan IRA will be scheduled, taking into account factorssuch as
theresources available (Biosecurity Australiastaff aswell assuitably qualified external experts); the
complexity of theIRA (e.g. the number and type of pestsand diseasesthat need to be considered); the
availability of information necessary to support the analysis; and the quality, compl eteness and timing of
responses by the proponent country to requestsfor information. Biosecurity Australiaseeksto address
proposalsfrom the same country inthe order preferred by that country.

Biosecurity Australiaroutinely advises stakeholders about its |RA work program viae-mail, | etter, thewebsite
and Biosecurity Australia News. Thisadvice describesthe status of IRAs currently underway and thosethat
Biosecurity Australiaexpectsto commencein the near future. Provisionismadefor changing priorities,
research needs and resource constraints. Biosecurity Australiawel comes stakeholder commentsat any timeon
itswork program and priorities.

Atthetimeaproposal or application requiring an IRA islodged, it need not contain the detail required for
Biosecurity Australiato commencework. However, beforeaspecificrisk analysisiscommenced, Biosecurity
Australiamay seek moreinformation from the proponent, including technical information to confirmthe
purpose and scope of the proposal.
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4, Consultation with States, Territories and other Commonwealth agencies

Statesand Territories have aspecial rolein policy devel opment, flowing from their responsibilitiesfor
managing animal and plant healthwithin Australia. Thereisapartnership approach to managing risks, both
for themovement of product into Austraiaor for tradewithin Australia. The 1995 Memorandum of
Understanding (M OU) between the Commonwealth and States/ Territorieson Animal and Plant Quarantine
Measuresrecordsthe parties commitments. The partnership approachisparticularly important inthe IRA
process, because close cooperation at al stagesof an |RA isneeded to ensurethat information pertinent toa
specific State or Territory isconsidered in the national risk analysis.

Biosecurity Australiathereforeworks closely with relevant State and Territory agencieson the IRA work
program and on arrangementsfor IRAs about to commence. Thisreflectsthe M OU and the conti nuum of
responsibilitiesfor biosecurity. For particular IRAS, the scope, thelikely risks, and the expertise that may be
required to addressthoseriskswill also bediscussed. The Statesand Territoriesmay identify specific
technical issuesthat they believe should be considered during an IRA, including regional differencesin pest
and disease status and risk, and may nominate officerswith relevant expertisewho could participatein the
IRA.

Biosecurity Australiaworksclosely with Environment Australiaon issuesrelevant to that portfolio.
Biosecurity Australiaa so consultswith other Commonwealth agencieswherethey haveresponsibilities
relevanttothelRA, e.g. Food StandardsAustraliaNew Zealand (FSANZ) and the Department of Health and
Ageing.

5. Scope, approach and IRA Team membership

AnIRA team conductseach IRA. Membership of theteam isgoverned by the availability therequired
technical expertisewithin Biosecurity Australiaand, if necessary, theextent to which expertise outside
Biosecurity Australiamay berequired. For al IRAS, the|RA teamischaired by asenior official from
Biosecurity Australiaor arelated group in AFFA. Itisimportant that IRA team membersdo not have vested
interestsinrelationtothe |RA, that they are ableto exercise sound scientific judgement, and that the process
isobjective and seento be objective.

Detailsof theterms of reference, operating procedures and considerations on membership for IRA Teamsare
atAnnex 2.

Biosecurity Australiaprovidesadministrative and secretarial support for IRA teams.

Biosecurity Australiadeterminestheintended scope of the IRA with the proponent/applicant, that is, the goods
to be assessed and the source (zone or country or countriesof origin). The goodsand source(s) needto be
defined to allow an accuratelist of relevant pestsand diseasesto be drawn up for categorisation. Biosecurity
Australiamay determinethat, for reasons of efficiency or to addressrelated proposalsor applications, the
scopeof the | RA should bevaried toinclude or exclude other commoditiesand/or other sources.

import risk analysis handbook




steps in import risk analysis

Biosecurity Australiamay decideto involvethird partiesto assist in conducting IRAs. Insuch cases,
Biosecurity Australiaassesses the documents produced by athird party, their scientific basis, and whether they
conform to the Government's obj ectivesfor biosecurity.

6. Initial consultation with registered stakeholders

Whenwork on an |RA isabout to commence, Biosecurity Australiaconsultswith registered stakeholdersviaa
memorandum that includes:

« theproposed scope and approach of the IRA
 therequired expertise

» whereappropriate, aninvitation for nominationsfor external membership of the IRA team.
Theinformationisplaced on the Biosecurity Austraiawebsite.

Stakeholdershave 30 days after the memorandum isissued to provide commentsand membership
nominationsto Biosecurity Australia. Submissionsreceived are placed onthe publicfile created for the IRA
unlessarequest for confidentiality ismade (see Annex 6).

7. Decision on scope, approach and membership

Biosecurity Australiaconsiders submissions received from stakehol ders and will hold discussionswith
stakeholderswhen the nature of mattersraised in submissionsmakesit appropriate. The Executive Manager
of Biosecurity Australiathen decidesthe scopefor the IRA, and membership of the IRA team, identifying the
issuesraised by stakehol dersand the manner in which they have been addressed. Biosecurity Australia
advisesregistered stakeholders of the outcome (including the reasonsfor decisions), and placesthe
information on the Biosecurity Australiawebsite and acopy of the decision onthe publicfile.

8. Provision for stakeholder appeal

A stakeholder may appeal to aDeputy Secretary of AFFA against the Executive Manager'sdecision onthe
scope, approach and IRA team membership within 15 days of itspublication. Inlodging an appeal,
stakeholders must givereasonsfor their appeal. Recelpt of appealswill be acknowledged.

Matterstaken into account in considering an appeal aregiveninAnnex 3.

9. Determination of appeal

The Deputy Secretary of AFFA considersthe appeal, makes adetermination and notifiesthe appellant(s)
within 45 daysof the closing datefor appeals. The determination includesreasons.

If an apped isalowed, the|RA returnsto step 5 (above) in respect to thoseissuesfor which the appeal was
allowed. If the apped isdisalowed, thelRA team will commencework onthe IRA.
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Biosecurity Australiacommuni catesthe outcome of the appeal to registered stakeholders, and theinformation
isplaced on the Biosecurity Australiawebsite and the publicfile.

Risk assessment

10. Initial work

After an IRA teamisestablished, it liai seswith the proponent/applicant about thetechnical information
needed to enablean IRA to proceed. If thereisinsufficient information, the IRA may be delayed until the
informationisreceived.

ThelRA team commenceswork by:

e determining awork programfor the IRA

» establishing arisk communication strategy, including identifying rel evant stakehol der groups
* preparing atechnical issues paper.

Thetechnica issuespaper:
* summarisesbackground and administrative matters pertaining to the IRA

» liststhe pestsand diseasesthat the IRA team hasidentified asbeing potentially associated with the
importation of the goods

» categorisesthe pestsand diseases (in some casesin apreliminary manner) according to whether they need
to be considered in the subsequent risk assessment.
Thetechnical issuespaper may alsoinclude

« anoutlineof theadditional tasksidentified at that stage, e.g. for technical working groups(TWGs) and
consultants

« alist of potentia independent peer reviewers.

Pestsand diseases are categorised conservatively. If thereisdoubt about their biosecurity significance, they
areincluded for risk assessment.

ThelRA team may also commission, asappropriate, consultanciesand TWGsto examine and report on
specifictechnical or economicissues.

11. Consultation on the technical issues paper

Biosecurity Australiadistributesthe technical i ssues paper to registered stakeholdersand placesit onthe
Biosecurity Australiawebsite. Stakeholdershave 60 daysto submit comments. Thisisthefirst formal
request for detailed technical input into the IRA. Submissionswill be sought on:
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» thecompletenessof thelist of pestsand disease agentsand their categorisation
 thelist of potential independent peer reviewers

e any additional work identified.
ThelRA team may meet with stakeholdersto discuss mattersraised in submissions, if appropriate.

Submissionsreceived (unless otherwiserequested), are placed onthe publicfile, asarethe IRA team's
responsetotheissuesraised.

Theteam may conduct field tripsto relevant regions, inAustraliaand/or potential source areasto investigate
trading patterns, industry practicesand proceduresrel evant to the assessment of risk.

12. Preparation of Draft IRA Report
ThelRA team, on thebasisof itsresearch, and using input from TWGs and consultants as necessary, prepares

aDraft IRA Report, taking into account submissionsreceived on thetechnical issues paper and other input
derived through consultation with stakeholders. Asat other stages, relevant State and Territory agenciesare
consulted on regional pest statusand risk issues.

Thedraft report:

 confirmsthe pestsand diseases being assessed

« describesthe major pathways by which these could enter, establish or spread inAustralia

« identifies, for each pest and disease on individual pathways, thelikelihood of itsentry, establishment or
spread, and the harm (conseguences) that would result

» gpecifieswhether theresulting risksrequire mitigation (i.e., to bring risk within AustraliasAL OP)

« incaseswheretherisksarerated as unacceptable, presents an evaluation of technically-feasiblerisk
management measuresto determine whether the risk can be successfully mitigated to achieveAustralia's
ALOP

e includesapreliminary view of the appropriate risk management options.

13. Consultation with stakeholders on Draft IRA Report

Biosecurity Australiadistributesthe Draft IRA Report to stakehol dersand placesit on the Biosecurity
Australiawebsite. Stakeholders have 60 daysto submit comments. The lRA team may meet with
stakeholdersto discussthe draft report.

Submissionsreceived are placed on the public fileunlessarequest for confidentiality ismade.
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14. Notification to WTO

When the Draft IRA Report isdistributed to stakeholders, Biosecurity Australias practiceisto notify the
WTO under the established procedures. The notification includes advice on thetime by which comments
should reach Biosecurity Austrdia.

15. Independent peer review

Beforefinalising either the draft or the Final IRA Report, the |RA team may seek advice from independent
peer reviewers.

Reporting

16. Preparation of Final IRA Report

ThelRA team, withinput from TWGs and consultants as necessary, preparesalFina IRA Report. They
consider submissionsreceived onthe draft into account and consult with stakehol dersand the peer reviewers
asappropriate.

If new information comesto light that may significantly affect theanalysis, or if theIRA teamidentifiesthe
need to make significant changesto theanalysisinfinalising the IRA Report, the|RA team, in consultation
with the Executive Manager of Biosecurity Australia, may consider whether it would be appropriateto prepare
arevised Draft IRA Report for stakeholder consultation. Inthiscase, Biosecurity Austraiadistributesthe
revised Draft IRA Report to stakeholdersand placesit onthe Biosecurity Australiawebsite. Stakeholdersare
given 60 daysto submit comments.

TheFinal IRA Report drawsall issuestogether and includes:

» thelRA team'sresponsestotheissuesraised

« aninventory of any significant changesto the Draft IRA Report, with reasonsfor those changes

« information ontheissuesraised by independent peer reviewersand the |RA team'sresponses

« recommendationson the appropriate risk management options.

17. Consideration of Final IRA Report
ThelRA team presentsthe Final IRA Report to the Executive Manager of Biosecurity Australia.
In considering therecommendationsin the Final IRA Report, the Executive Manager of Biosecurity Australia

must be satisfied that the IRA has been conducted in accordance with the process described in the handbook,
and therecommendations:

« arereasonableinthelight of theevidence
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» meet the Government's objectivesfor biosecurity
e areconsistent withAustralianlegidation
» accordwith Australia'sinternationa rightsand obligations.

The Executive Manager of Biosecurity Australiamay refer thereport to the IRA team for further
consideration, if thisisdeemed necessary.

18. Consultation with States and Territories

Biosecurity Australiaconsultsthe chief executive officersof relevant State and Territory agenciesonthe
proposed outcomes of the IRA, including regional pest status and risk issues, and aspectsof joint
responsibility arising from the IRA team'srecommendations.

The Executive Manager of Biosecurity Australiamay refer thereport to the IRA Team for further consideration
if thisis deemed necessary astheresult of this consultation.

19. Release of Final IRA Report and recommendation for a policy determination

Inreleasingthe Fina IRA Report and recommending apolicy determination, which will set the parametersfor
import, the Executive Manager of Biosecurity Australiatakesinto account:

» therecommendationsof the|RA team

« outcomesof discussionswiththerelevant Stateand Territory chief executive officers

e Australianlegidativerequirements

« internationa obligations

 any other relevant information or consideration.

Biosecurity Australiadistributesthe Final IRA Report and the recommendation for apolicy determination to

the proponent/applicant and registered stakeholders. The Report and recommendationsare placed on the
Biosecurity Australiawebsite and on the publicfile, and isnotified in Biosecurity Australia News.

20. Provision for appeals on Final IRA Report

Stakeholdersare given 30 daysfrom the publication of the recommendation for apolicy determinationto
lodge an appeal inwriting with the Import Risk AnalysisAppeals Pand (IRAAP)— abody independent from
Biosecurity Australia—on one or both of thefollowing grounds:

» therewasasignificant deviation from the process set out in the Import Risk Analysis Handbook that
adversdly affected theinterests of astakeholder

< adgignificant body of scientific information relevant to the outcome of the IRA was not considered.

import risk analysis handbook




steps in import risk analysis

Inlodging appeals, stakeholders must givereasonsfor their appeal .
Thetermsof referencefor theIRAAPareat Annex 4.

If there are no appeal swithin 30 days, the processis complete and the recommended policy will be submitted
tothe Director of Animal and Plant Quarantinefor determination.

21. Appeal determination

ThelRAAPwWiIll consider any appeal and report itsfindingsto the appellant(s) and the Director of Animal and
Plant Quarantinewithin 45 days of the closing datefor appeals.

If the appeal isdisallowed, the processiscompl ete.

If an appesl isallowed, the |IRAAPmay advisethe Executive Manager of Biosecurity Australiaon how to
overcometheidentified deficiencies. Thismay involve minor amendmentsto the Final IRA Report,
significant revision or further stakehol der consultation. The Executive Manager of Biosecurity Australia
considersany advicefromtheIRAAPin deciding how to proceed. The Executive Manager of Biosecurity
Australiaadvisesthe appellant(s) and the IRAAP of the outcomesof further work undertaken to address
deficiencies. Thisinformationisalso placed onthe Biosecurity Australiawebsite and onthe publicfile.

Final policy determination

22. Notification of final policy determination

When the above processes are compl ete, the Director of Animal and Plant Quarantine makesthefinal policy
determination.

Biosecurity Australianotifiesthe proponent/applicant, registered stakeholders and the WTO of thefinal policy
determination.

TheFinal IRA Report, thepolicy determination, the outcomes of any appeal sand Biosecurity Australias
responsestoissuesraised, are provided to the proponent/applicant and registered stakeholders, and placed on
the Biosecurity Australiawebsite and on the publicfile. Information onthefina policy determinationisalso
published in Biosecurity Australia News.

Biosecurity AustralianotifiesAQIS of the new policy and liaiseswith AQIS onimplementation.
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Annex 1: Contact information

Executive Manager Biosecurity Australia, and the appeals address

Postal address.  Biosecurity Australia

GPOBox 858
CANBERRA ACT 2601
AUSTRALIA

Telephone +61262725584

Facsimile; +612 6272 3307

E-mail: biosecurityaustrdia@affa.gov.au

Streetaddress:.  Edmund Barton Building
Broughton Street
BARTON ACT 2600
AUSTRALIA

Animal Biosecurity import risk analyses

Postal address: Animal Secretariat
Animal Biosecurity
Biosecurity Australia

GPO Box 858
CANBERRA ACT 2601
AUSTRALIA

Telephone +612 62724436

Facsmile: +612 62723399

E-mail: animalbiosecurity @affa.gov.au

Strectaddresss  Edmund Barton Building
Broughton Street
BARTON ACT 2600
AUSTRALIA

import risk analysis handbook




contact information

Plant Biosecurity import risk analyses

Postal address.  Technical and Administrative Services
Plant Biosecurity
Biosecurity Austrdia

GPO Box 858
CANBERRA ACT 2601
AUSTRALIA

Telephone +61 262725094

Facsimile: +6126272 3307

E-mail: plantbiosec@affa.gov.au

Strectaddresss.  Edmund Barton Building
Broughton Street
BARTON ACT 2600
AUSTRALIA

Agriculture Fisheries and Forestry — Australia

Postal address:  Agriculture Fisheriesand Forestry —Australia
GPOBox 858
CANBERRA ACT 2601
AUSTRALIA

Telephone: +6126272 3933

Streetaddress:  Edmund Barton Building
Broughton Street
BARTON ACT 2600
AUSTRALIA
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Annex 2: Import risk analysis team

A team of experts conductsimport risk analyses. The outcome of the IRA team'swork isaFinal IRA
Report containing recommendations for consideration by the Executive Manager of Biosecurity Australia.

Terms of reference

The standard terms of reference for an IRA team areto:
e develop thework program for the IRA

» establish arisk communication strategy

 determine whether technical working groups (TWGs), and/or consultantswill be required to collate
information, conduct research, undertake assessments (technical, environmental, economic) or otherwise,
or to assist the |RA team on specificissues; and, if so, determinetheir terms of reference and overseetheir
work

» consult asappropriateto obtain afull and accurate understanding of therelevant issues
« useinternal and independent peer review if appropriatein preparing papersand reports

« takeappropriate account of AustraliasAL OPand quarantinelegidation, and Austraia'srightsand
obligations

» consider stakeholder submissionsin preparing papersand reports

e produceatechnical issues paper for consultation

e produceaDraft IRA Report for consultation

« produce other papers and reportsas necessary for efficient conduct of the IRA

e produceaFinal IRA Report for consideration by the Executive Manager of Biosecurity Australia

» provideadditional adviceand information asrequested by the Executive Manager of Biosecurity Australia

Membership

ThelRA teamsvary in numbers, depending on expertiserequired. Team memberscollectively providean
appropriate combination of experience and expertisein:

e riskanaysisasit relatesto biosecurity

e scienceand regulation

 animd and/or plant pestsand diseases

 industry and/or commercial processesand practices

 other disciplinesrelevant to the proposal or application under consideration.
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M embership depends on whether the required technical expertiseisavailablein Biosecurity Australia.
Biosecurity Australiasources outside expertiseasrequired. Such expertise may be drawn from other
government agencies (Commonwealth, State and Territory), industry, scientific organi sations, academia,
private consultants and the general public.

A senior officer from Biosecurity Australiaor arelated group in AFFA chairsthe IRA team. The Chair has
experiencein biosecurity policy, and asound knowledge and understanding of Australian quarantine
legidation, the Government's objectivesfor biosecurity, and Australidsinternational rightsand obligations.
Biosecurity Australiaprovides administrative and secretarial support.

Infinalising |RA team membership, Biosecurity Australiaassesses prospective team members against the
following criteria
« experienceand expertiserelevant to theimport proposal under consideration
* proven capacity inarelevant scientificfield
» knowledge of government processes and the national and international context of the IRA
» absenceof conflict of interest; it being essentia that:
— prospectiveexternal team membersdo not, and are perceived not to, haveaconflict of interest

— they declarethat their sourcesof income and/or representational responsibilitiesand/or personal or
other interests do not compromise their capacity to provide impartial and independent advice

« any other consideration relevant to particular circumstances of the IRA.

If, inthe course of an IRA, an external member of the IRA team ceasesto be available, or if for another
reason the Executive Manager of Biosecurity Australia believesit is necessary to change the membership
of the IRA team, the Executive Manager may decide, in consultation with key stakeholders, to make such
changes as are appropriate to ensure that the work of the IRA can be satisfactorily completed. In this
event, stakeholders will be advised of the changes at the next consultation step.

Operating procedures

The IRA team conducts the |RA with support from Biosecurity Australia as needed. Biosecurity Australia
produces papersand reports, and circul ates these reportsto stakehol ders.

ThelRA team operateswithin the operational and financial constraintsof Biosecurity Australia. Biosecurity
Australia, in consultation with the IRA team, agreeson abudget and the resources needed to conduct thework
program efficiently. The agreed budget coverssuch itemsas meetings of the | RA team, research, members
costsfor face-to-face meetings with stakehol ders and publications. The budget may need to bereviewed and
adjusted aswork progresses.
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Biosecurity Australiacontracts external membersfor the duration of the IRA in accordance with
government financial guidelines.

The |RA team determineswhether additional work will be required and the most effective method of
carrying out that work, for example by TWGs and/or consultants. In deciding to use TWGsor in
commissioning consultancies, the IRA team takes into account resource and time constraints, and relative
cost effectiveness.

Each TWG has a Biosecurity Australia member with knowledge of risk analysistechniques and the context
inwhich therisk analysisis being conducted.
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Annex 3: Appeal to Deputy Secretary

Stakeholdersmay apped to the Deputy Secretary of AFFA against the decision of the Executive Manager of
Biosecurity Australiaon the proposed scope and approach of the |RA and the required expertise, including
membership of the IRA team. The appeal must be madewithin 15 days of the publication of thedecision. In
lodging an appeal, stakeholders must givereasonsfor their appeal .

The Deputy Secretary of AFFA considersthe appeal, makes adetermination and notifiesthe appellant(s)
within 45 days of the closing date for appeals.

Contact details

Import Risk AnalysisAppeals

Deputy Secretary

Agriculture, Fisheriesand Forestry — Australia
GPOBox 858

CANBERRA ACT 2601

Matters the Deputy Secretary will take into account
In making adetermination on the appeal, the Deputy Secretary considers:

» whether the scope of the IRA isreasonable (with regard to the proposal or application, and any current
related work) and isan efficient use of public resources

« whether the nominated IRA team membership will provide appropriate expertise
e Austrdianlegidation and Government policies
» Audtraidsrightsand obligationsasaMember of theWTO

 any other matter that the Deputy Secretary may consider rel evant.
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Annex 4: Import Risk Analysis Appeal Panel

The Chair of thelmport Risk AnalysisAppea Panel convenesthe |RAAPwhen an appeal isreceived that
provides primafacie evidencethat there hasbeen amaterial deficiency or failurefalingwithintheIRAAP's
termsof reference. Stakeholders have 30 daysfrom the publication of the recommendation for apolicy
determination to lodge an appeal inwriting.

The Chair advisesthe appellant(s) and the Executive Manager, Biosecurity Australiathrough the IRAAP
Secretariat of the Chair'sdecision onwhether the appeal warrantsconsideration by theIRAAPR. If
consideration iswarranted, the proponent of theimport proposal isalso advised.

Contact details

ThelRAAP Secretariat, whichisprovided by AFFA but isnot part of Biosecurity Australia, coordinatesall
IRAAPactivitiesand handlesall correspondence.

Appeals should be madeto:

TheManager

IRAAP Secretariat

Agriculture, Fisheriesand Forestry — Australia
GPOBox 858

CANBERRA ACT 2601

Facsimile: +612 6272 4600

E-mail: IRAAP@affa.gov.au

Grounds for appeal

The | RAAP considers appeals, supported by astatement of reasons, based on one or both of thefollowing
grounds:

 therewasasignificant deviation from the process set out in the Import Risk Analysis Handbook that
adversdly affected theinterests of astakeholder

 asignificant body of scientific information rel evant to the outcome of the IRA was not considered.

ThelRAAP doesnot consider mattersrelating to:

 issuesfalling within theambit of the appeal in step 8 (see Section 4) of the Import Risk Analysis
Handbook

 thescientific meritsof the|RA, other thanin relationto aclaim that asignificant body of scientific
information wasnot considered
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» themeritsof therisk management recommendations made by an |RA team or of the risk management
conclusionsreached by Biosecurity Austraia

If new information relevant to the IRA isproduced during the appeal process, the IRAAP may refer the
information to the Executive Manager of Biosecurity Australia.

Membership
ThelRAAProutinely comprisesfour members:
e Chair of Quarantineand ExportsAdvisory Council (Chair)

« Commonweslth Chief Veterinary Officer (CVO) / Chief Plant Protection Officer (CPPO) —chosen
according to the subject of the IRA)

» anofficer fromAFFA (from outside Biosecurity Australia)

» oneother member of QEAC (nominated by the Chair).

The Chair of QEAC, the CVO/CPPO or any other member of the IRAAP may nominate alternative members
if they believethere may beaconflict of interest or perception of biasbecausethey have been directly or
indirectly involvedinthe | RA under appeal. Each IRAAP member isrequired to declarethat their sources of

income and/or representational responsibilitiesand/or personal and other interestswould not prevent them
from providingimpartial and independent advice.

Every effortismadeto havethefull IRAAPmembership (or their alternatives) meet in personto consider an
appeal to ensure abal anced discussion.

Operating procedures

When the Chair of the IRAAP decidesthat evidence presented by the appellant(s) warrants consideration by
the IRAAP, the Chair consultswith the Director of Animal and Plant Quarantine on:

« scopeand timetable of the appedl
* IRAAPmembership regarding, for example, issuesof conflict of interest
» thelikely need for accessto particular expertisefor appeal s concerning whether asignificant body of

scientific or technical information relevant to the outcome of the [RA had not been considered.

ThelRAAP considersthe appeal inthe context of either or both of the criteriafor the appeal, and reportsits
findingsto the appellant(s) and the Director of Animal and Plant Quarantine, within 45 days of theclosing
datefor appeals. Theappellant(s) isadvised if the IRAAPisunableto finalisethe appeal withinthe 45 days.

ThelRAAP doesnot consider verbal submissionsfrom any appellant unlessthey are determined by the
IRAAP1t0 be necessary to complement an appellant'swritten submission.

import risk analysis handbook




import risk analysis appeal panel

Upholding of an appeal requiresmajority support. The Chair doesnot exerciseacasting vote.

If the appeal isallowed, the [RAAPmay offer adviceto the Executive Manager, Biosecurity Australia, on
waysof overcoming theidentified deficiencies. Thismay involve minor amendmentsto the Final IRA
Report, or significant revision warranting further stakeholder consultation.
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Annex 5: Stakeholder register

Biosecurity Australiamaintainsaregister of stakeholdersto facilitate consultation and communication. A
stakeholder isagovernment agency, individual person, community or industry group or organisation, whether
inAustraliaor overseas, that hasan interest in the subject matter of an IRA, including the proponent/applicant
for aspecific proposal .

I nterested partieswishing to beincluded in communi cations and consultation on aparticular proposal or
application, or generally, should complete and return astakehol der registration formto Biosecurity Australia.
When abiosecurity issueisbeing actively considered, stakeholderslisted on theregister withaninterestin
that issuewill be contacted. M orethan one person within an organisation may register asastakeholder, if a
Separate registration formiscompleted for each individual.

Theregistration form (inWord and pdf format) may be downl oaded viawww.affa.gov.au/biosecurityaustralia.
Completed registration forms should be mailed to:

Stakeholder Register Administrator
Biosecurity Australia

Agriculture, Fisheriesand Forestry — Australia
GPO Box 858

CANBERRA ACT 2601

Facsmilee  +6126272 3678
E-mail: stake.holder@affa.gov.au

Intheevent of difficulty accessing thefilein the downloadableformats, acopy can be obtained fromthe
Stakeholder Register Administrator.
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Annex 6: Public file

A publicfile containing non-confidential submissionsand other technical documentation isestablished at the
commencement of each IRA. Each publicfileisheld at Biosecurity Australiasofficein Canberraand
documents may be accessed during business hours, by prior appointment, for perusal and copying.
Submissionsand other documentation in el ectronic form are made avail ableto stakeholderson request. To
maximise accessto documents, stakeholders are encouraged to make submissionselectronically. Where
appropriate, documentation onthe public filewhichisin el ectronic formisavailable on the AFFA website.

A publicfilefor an IRA containsthefollowing non-confidential material:

» atableof contents

« thebackground to theimport proposal

« determinations and decisionson procedural matters made by the Deputy Secretary and the Executive
Manager of Biosecurity Australiaduring the conduct of the IRA

» documents publicly circulated by Biosecurity Australiaduring the IRA, including those providing advice
and/or seeking input on:

» commencement of thelRA

» scopeand approach for the IRA and composition of the IRA team

* appeds

« thetechnical issues paper and Draft and Final IRA Reports
 therecommendation for apolicy determination and thefinal policy determination.
« relevant technical submissionsand other correspondence

Thiswill not include asubmission, or part of asubmission, that astakehol der indicatesisconfidential and
iscapableof being classified as such in accordance with the Freedom of Information Act, or which
Biosecurity Australiareasonably considersmay giveriseto an action for defamation.

Advicethat confidential material hasbeen received will be placed onthe publicfile.
 correspondenceraising relevant technical issues
 technical material usedintheRA, not availablein the public domain and not subject to copyright
« alist of technical material usedinthe|RA but subject to copyright (titlesof referencesonly)
e AFFA'sresponsesto submissions, including statements of reasons

« whereappropriate, formal reports provided by atechnical working group (TWG), consultant or peer
reviewer

import risk analysis handbook




import risk analysis flowchart

Annex 7: Import Risk Analysis flowchart
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Annex 8: Agreement on the Application of Sanitary and
Phytosanitary Measures (WTO SPS Agreement)

Members,

Reaffirming that no Member should be prevented fromadopting or enforcing measures necessary to protect
human, animal or plant life or health, subject to therequirement that these measuresare not appliedina
manner which would constitute a means of arbitrary or unjustifiabl e discrimination between Member swhere
the same conditions prevail or a disguised restriction oninternational trade;

Desiring to improve the human health, animal health and phytosanitary situationin all Members;

Noting that sanitary and phytosanitary measuresare often applied on the basis of bilateral agreementsor
protocols;

Desiring the establishment of amultilateral framework of rulesand disciplinesto guide the devel opment,
adoption and enforcement of sanitary and phytosanitary measuresin order tominimizetheir negative effects
ontrade;

Recognizing theimportant contribution that international standards, guidelinesand recommendationscan
makeinthisregard;

Desiring to further the use of har monized sanitary and phytosanitary measures between Members, onthe
basisof international standards, guidelines and recommendations devel oped by therelevant international
organi zations, including the Codex Alimentarius Commission, the I nternational Office of Epizootics, and the
relevant international and regional organizations oper ating within the framework of the International Plant
Protection Convention, without requiring Membersto changetheir appropriatelevel of protection of human,
animal or plant life or health;

Recognizng that devel oping country Members may encounter special difficultiesin complying withthe
sanitary or phytosanitary measures of importing Members, and asa consequencein accessto markets, and
also inthe formulation and application of sanitary or phytosanitary measuresin their own territories, and
desiringtoassist themintheir endeavoursinthisregard;

Desiring thereforeto elaboraterulesfor the application of the provisionsof GATT 1994 whichrelateto the
use of sanitary or phytosanitary measures, in particular the provisions of Article XX(b)! ;

Hereby agree as follows:
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Article 1: General Provisions

1. This Agreement applies to all sanitary and phytosanitary measures which may, directly or indirectly,
affect international trade. Such measures shall be developed and applied in accordance with the
provisions of this Agreement.

2. For the purposes of this Agreement, the definitions provided in Annex A shall apply.
3. Theannexes are an integral part of this Agreement.

4. Nothing in this Agreement shall affect the rights of Members under the Agreement on Technical
Barriers to Trade with respect to measures not within the scope of this Agreement.

Article 2: Basic Rights and Obligations

1. Members have the right to take sanitary and phytosanitary measures necessary for the protection of
human, animal or plant life or health, provided that such measures are not inconsi stent with the provisions of
thisAgreement.

2. Membersshall ensurethat any sanitary or phytosanitary measureisapplied only to the extent necessary to
protect human, animal or plant lifeor health, isbased on scientific principlesand is not maintained without
sufficient scientific evidence, except as provided for in paragraph 7 of Article5.

3. Membersshall ensurethat their sanitary and phytosanitary measuresdo not arbitrarily or unjustifiably
discriminate between Memberswhereidentical or similar conditions prevail, including between their own
territory and that of other Members. Sanitary and phytosanitary measuresshall not be applied in a manner
whichwould constitute a disguised restriction oninternational trade.

4. Sanitary or phytosanitary measureswhich conformto the relevant provisions of this Agreement shall be
presumed to bein accordance with the obligations of the Membersunder the provisionsof GATT 1994 which
relateto the use of sanitary or phytosanitary measures, in particular the provisions of Article XX(b).

Article 3: Harmonization

1. Toharmonize sanitary and phytosanitary measures on aswide a basisas possible, Member s shall base
their sanitary or phytosanitary measuresoninternational standards, guidelinesor recommendations, where
they exist, except as otherwise provided for in thisAgreement, and in particular in paragraph 3.

2. Sanitary or phytosanitary measureswhich conformto international standards, guidelinesor
recommendations shall be deemed to be necessary to protect human, animal or plant lifeor health, and
presumed to be consistent with the relevant provisions of this Agreement and of GATT 1994,

3. Membersmay introduce or maintain sanitary or phytosanitary measureswhich resultina higher level of
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sanitary or phytosanitary protection than would be achieved by measures based on the relevant
international standards, guidelines or recommendations, if there is a scientific justification, or as a
consequence of the level of sanitary or phytosanitary protection a Member determines to be appropriate
in accordance with the relevant provisions of paragraphs 1 through 8 of Article 5.  Notwithstanding
the above, all measures which result in a level of sanitary or phytosanitary protection different from that
which would be achieved by measures based on international standards, guidelines or
recommendations shall not be inconsistent with any other provision of this Agreement.

4. Members shall play a full part, within the limits of their resources, in the relevant international
organizationsand their subsidiary bodies, in particular the Codex Alimentarius Commission, the
International Office of Epizootics, and theinternational and regional organi zations operating within the
framework of the I nter national Plant Protection Convention, to promote within these organizationsthe

devel opment and periodic review of standards, guidelinesand recommendationswith respect to all aspects of
sanitary and phytosanitary measures.

5. The Committee on Sanitary and Phytosanitary Measures provided for in paragraphs 1 and 4 of Article 12
(referredtointhis Agreement asthe " Committee™) shall develop a procedureto monitor the process of
international harmonization and coordinate efforts in this regard with the relevant international
organizations.

Article 4: Equivalence

1. Members shall accept the sanitary or phytosanitary measures of other Members as equivalent, even if
these measures differ fromtheir own or fromthose used by other Member strading in the same product, if the
exporting Member objectively demonstratesto theimporting Member that its measuresachievetheimporting
Member'sappropriatelevel of sanitary or phytosanitary protection. For this purpose, reasonable access shall
be given, upon request, to theimporting Member for inspection, testing and other relevant procedures.

2. Membersshall, uponrequest, enter into consultationswith the aimof achieving bilateral and multilateral
agreements on recognition of the equival ence of specified sanitary or phytosanitary measures.

Article 5: Assessment of Risk and Determination of the Appropriate Level of Sanitary or
Phytosanitary Protection

1. Membersshall ensurethat their sanitary or phytosanitary measuresare based on an assessment, as
appropriateto the circumstances, of therisksto human, animal or plant lifeor health, taking into account risk
assessment techniques devel oped by therelevant inter national organizations.

2. Intheassessment of risks, Membersshall takeinto account available scientific evidence; relevant
processes and production methods; relevant inspection, sampling and testing methods; preval ence of specific
diseasesor pests; existence of pest- or disease-freeareas; relevant ecological and environmental conditions;
and quarantineor other treatment.
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3. Inassessing the risk to animal or plant life or health and determining the measure to be applied for
achieving the appropriatelevel of sanitary or phytosanitary protection fromsuch risk, Membersshall take
into account asrelevant economic factors: the potential damagein termsof loss of production or salesinthe
event of the entry, establishment or spread of a pest or disease; the costsof control or eradicationinthe
territory of theimporting Member; and the relative cost-effectiveness of alternative approachestolimiting
risks.

4. Membersshould, when determining the appropriatelevel of sanitary or phytosanitary protection, takeinto
account the objective of minimizing negativetrade effects.

5. Withthe objective of achieving consistency in the application of the concept of appropriatelevel of
sanitary or phytosanitary protection against risksto human lifeor health, or to animal and plant lifeor
health, each Member shall avoid arbitrary or unjustifiabledistinctionsin thelevelsit considersto be
appropriatein different situations, if such distinctionsresult in discrimination or a disguised restriction on
inter national trade. Members shall cooperatein the Committee, in accordancewith paragraphs 1, 2 and 3 of
Article 12, to develop guidelinesto further the practical implementation of thisprovision. In developing the
guidelines, the Committee shall takeinto account all relevant factors, including the exceptional character of
human health risksto which people voluntarily expose themsel ves.

6. Without prejudiceto paragraph 2 of Article 3, when establishing or maintaining sanitary or phytosanitary
measuresto achievethe appropriatelevel of sanitary or phytosanitary protection, Membersshall ensurethat
such measuresare not moretrade-restrictive than required to achieve their appropriatelevel of sanitary or
phytosanitary protection, taking into account technical and economic feasibility®.

7. In cases where relevant scientific evidence is insufficient, a Member may provisionally adopt
sanitary or phytosanitary measures on the basis of available pertinent information, including that from
the relevant international organizations as well as from sanitary or phytosanitary measures applied by
other Members. In such circumstances, Members shall seek to obtain the additional information
necessary for a more objective assessment of risk and review the sanitary or phytosanitary measure
accordingly within a reasonable period of time.

8. When a Member has reason to believe that a specific sanitary or phytosanitary measure introduced
or maintained by another Member is constraining, or has the potential to constrain, its exports and the
measure is not based on the relevant international standards, guidelines or recommendations, or such
standards, guidelines or recommendations do not exist, an explanation of the reasons for such sanitary
or phytosanitary measure may be requested and shall be provided by the Member maintaining the
measure.

Article 6: Adaptation to Regional Condiitions, Including Pest- or Disease-Free Areas and Areas of
Low Pest or Disease Prevalence

1. Membersshall ensurethat their sanitary or phytosanitary measuresare adapted to the sanitary or
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phytosanitary characteristics of the area - whether all of a country, part of a country, or all or parts of
several countries - from which the product originated and to which the product is destined. In assessing
the sanitary or phytosanitary characteristics of a region, Members shall take into account, inter alia,
the level of prevalence of specific diseases or pests, the existence of eradication or control programmes,
and appropriate criteria or guidelines which may be developed by the relevant international
organizations.

2. Members shall, in particular, recognize the concepts of pest- or disease-free areas and areas of low
pest or disease prevalence. Determination of such areas shall be based on factors such as geography,
ecosystems, epidemiological surveillance, and the effectiveness of sanitary or phytosanitary controls.

3. Exporting Members claiming that areas within their territories are pest- or disease-free areas or
areas of low pest or disease prevalence shall provide the necessary evidence thereof in order to
objectively demonstrate to the importing Member that such areas are, and are likely to remain, pest-or
disease-free areas or areas of low pest or disease prevalence, respectively. For this purpose, reasonable
access shall be given, upon request, to the importing Member for inspection, testing and other relevant
procedures.

Article 7: Transparency

Members shall notify changes in their sanitary or phytosanitary measures and shall provide information
on their sanitary or phytosanitary measures in accordance with the provisions of Annex B.

Article 8: Control, Inspection and Approval Procedures

Members shall observe the provisions of Annex C in the operation of control, inspection and approval
procedures, including national systemsfor approving the use of additivesor for establishing tolerancesfor
contaminantsin foods, beverages or feedstuffs, and otherwise ensurethat their proceduresare not
inconsistent with the provisions of this Agreement.

Article 9: Technical Assistance

1. Membersagreetofacilitatethe provision of technical assistance to other Members, especially devel oping
country Members, either bilaterally or through the appropriate international organizations. Such assistance
may be, inter alia, intheareas of processing technologies, research and infrastructure, includinginthe
establishment of national regulatory bodies, and may take theformof advice, credits, donationsand grants,
including for the purpose of seeking technical expertise, training and equipment to allow such countriesto
adjust to, and comply with, sanitary or phytosanitary measures necessary to achievethe appropriatelevel of
sanitary or phytosanitary protectionintheir export markets.

2. Wheresubstantial investmentsarerequiredin order for an exporting devel oping country Member to fulfil
thesanitary or phytosanitary requirements of an importing Member, thelatter shall consider providing such
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technical assistance as will permit the developing country Member to maintain and expand its market
access opportunities for the product involved.

Article 10: Special and Differential Treatment

1. Inthe preparation and application of sanitary or phytosanitary measures, Members shall take
account of the special needs of developing country Members, and in particular of the least-devel oped
country Members.

2. Where the appropriate level of sanitary or phytosanitary protection allows scope for the phased
introduction of new sanitary or phytosanitary measures, longer time-framesfor compliance should be
accorded on products of interest to devel oping country Member s so asto maintain opportunitiesfor their

exports.

3. Withaviewto ensuring that devel oping country Members are ableto comply with the provisions of this
Agreement, the Committeeisenabled to grant to such countries, upon request, specified, time-limited
exceptionsinwhole or in part fromobligations under this Agreement, taking into account their financial,
trade and devel opment needs.

4. Membersshould encourage and facilitate the active participation of devel oping country Membersin the
relevant inter national organizations.

Article 11: Consultations and Dispute Settlement

1. Theprovisionsof Articles XXl and XXI1I of GATT 1994 as elaborated and applied by the Dispute
Settlement Under standing shall apply to consultations and the settlement of disputesunder this Agreement,
except as otherwise specifically provided herein.

2. Inadisputeunder this Agreement involving scientific or technical issues, a panel should seek advicefrom
expertschosen by the panel in consultation with the partiesto the dispute. Tothisend, the panel may, when it
deemsit appropriate, establish an advisory technical expertsgroup, or consult therelevant international
organizations, at therequest of either party to thedispute or onitsown initiative.

3. Nothinginthis Agreement shall impair therights of Membersunder other international agreements,
including theright to resort to the good offices or dispute settlement mechanisms of other inter national
organizationsor established under any international agreement.

Article 12: Administration

1. ACommittee on Sanitary and Phytosanitary Measures ishereby established to providearegular forum
for consultations. It shall carry out the functions necessary to implement the provisions of this Agreement and
thefurtherance of its objectives, in particular with respect to harmonization. The Committee shall reachits
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decisions by consensus.

2. The Committee shall encourage and facilitate ad hoc consultations or negotiations among Members
on specific sanitary or phytosanitary issues. The Committee shall encourage the use of international
standards, guidelines or recommendations by all Members and, in this regard, shall sponsor technical
consultation and study with the objective of increasing coordination and integration between
international and national systems and approaches for approving the use of food additives or for
establishing tolerances for contaminants in foods, beverages or feedstuffs.

3. The Committee shall maintain close contact with the relevant international organizations in the
field of sanitary and phytosanitary protection, especially with the Codex Alimentarius Commission, the
International Office of Epizootics, and the Secretariat of the International Plant Protection Convention,
with the objective of securing the best available scientific and technical advice for the administration of
this Agreement and in order to ensure that unnecessary duplication of effort is avoided.

4. The Committee shall develop a procedure to monitor the process of international harmonization and
the use of international standards, guidelines or recommendations. For this purpose, the Committee
should, in conjunction with the relevant international organizations, establish a list of international
standards, guidelines or recommendations relating to sanitary or phytosanitary measures which the
Committee determines to have a major trade impact. The list should include an indication by Members
of those international standards, guidelines or recommendations which they apply as conditions for
import or on the basis of which imported products conforming to these standards can enjoy access to
their markets. For those cases in which a Member does not apply an international standard, guideline
or recommendation as a condition for import, the Member should provide an indication of the reason
therefore, and, in particular, whether it considers that the standard is not stringent enough to provide
the appropriate level of sanitary or phytosanitary protection. If a Member revises its position, following
its indication of the use of a standard, guideline or recommendation as a condition for import, it should
provide an explanation for its change and so inform the Secretariat as well as the relevant international
organizations, unless such notification and explanation is given according to the procedures of Annex
B.

5. Inorder to avoid unnecessary duplication, the Committee may decide, as appropriate, to use the
infor mation generated by the procedures, particularly for notification, which arein operationintherelevant
international organizations.

6. TheCommittee may, on the basisof aninitiative fromone of the Members, through appropriate channels
invitetherelevant international organizationsor their subsidiary bodiesto examine specific matterswith
respect to a particular standard, guideline or recommendation, including the basis of explanationsfor non-
usegiven according to paragraph 4.
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7. The Committee shall review the operation and implementation of this Agreement three years after
the date of entry into force of the WTO Agreement, and thereafter as the need arises. Where appropriate,
the Committee may submit to the Council for Trade in Goods proposals to amend the text of this
Agreement having regard, inter alia, to the experience gained in its implementation.

Article 13: Implementation

Members are fully responsible under this Agreement for the observance of all obligations set forth
herein. Members shall formulate and implement positive measures and mechanisms in support of the
observance of the provisions of this Agreement by other than central government bodies. Members shall
take such reasonable measures as may be available to them to ensure that non-governmental entities
within their territories, as well as regional bodies in which relevant entities within their territories are
members, comply with the relevant provisions of this Agreement. In addition, Members shall not take
measures which have the effect of, directly or indirectly, requiring or encouraging such regional or non-
governmental entities, or local governmental bodies, to act in a manner inconsistent with the provisions
of this Agreement. Members shall ensure that they rely on the services of non-governmental entities for
implementing sanitary or phytosanitary measures only if these entities comply with the provisions of this
Agreement.

Article 14: Final Provisions

The least-devel oped country Members may delay application of the provisions of this Agreement for a
period of five years following the date of entry into force of the WTO Agreement with respect to their
sanitary or phytosanitary measures affecting importation or imported products. Other developing
country Members may delay application of the provisions of this Agreement, other than paragraph 8 of
Article 5 and Article 7, for two years following the date of entry into force of the WTO Agreement with
respect to their existing sanitary or phytosanitary measures affecting importation or imported products,
where such application is prevented by a lack of technical expertise, technical infrastructure or

r esour ces.

Annex A: Definitions®
1. Sanitary or phytosanitary measure—Any measure applied:

(a) to protect animal or plant life or health within the territory of the Member from risks arising from the
entry, establishment or spread of pests, diseases, disease-carrying organismsor disease-causing organisms,

(b) to protect human or animal life or health within theterritory of the Member fromrisksarising from
additives, contaminants, toxinsor disease-causing organismsin foods, beverages or feedstuffs;

(©) toprotect human lifeor health withintheterritory of the Member fromrisksarising fromdiseasescarried
by animals, plantsor productsthereof, or fromthe entry, establishment or spread of pests; or
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(d) toprevent or limit other damagewithin theterritory of the Member fromthe entry, establishment or
spread of pests.

Sanitary or phytosanitary measuresinclude all relevant laws, decrees, regulations, requirements and
proceduresincluding, inter alia, end product criteria; processesand production methods; testing, inspection,
certification and approval procedures; quarantinetreatmentsincluding relevant requirementsassociated with
thetransport of animalsor plants, or with the materialsnecessary for their survival during transport;
provisions on relevant statistical methods, sampling procedures and methods of risk assessment; and
packaging and labelling requirements directly related to food safety.

2. Harmonization —The establishment, recognition and application of common sanitary and
phytosanitary measures by different Members.

3. International standards, guidelines and recommendations

(a) for food safety, the standards, guidelines and recommendations established by the Codex
Alimentarius Commission relating to food additives, veterinary drug and pesticide residues,
contaminants, methods of analysis and sampling, and codes and guidelines of hygienic practice;

(b) for animal health and zoonoses, the standards, guidelines and recommendations developed under
the auspices of the International Office of Epizootics;

(c) for plant health, the international standards, guidelines and recommendations developed under the
auspices of the Secretariat of the International Plant Protection Convention in cooperation with regional
organi zations oper ating within the framework of the Inter national Plant Protection Convention; and

(d) for mattersnot covered by the above organizations, appropriate standards, guidelinesand
recommendations promulgated by other relevant international organizations open for membershiptoall
Members, asidentified by the Committee.

4. Riskassessment—The evaluation of thelikelihood of entry, establishment or spread of a pest or disease
withintheterritory of animporting Member according to the sanitary or phytosanitary measureswhich might
beapplied, and of the associated potential biological and economic consequences; or the evaluation of the
potential for adver se effects on human or animal health arising fromthe presence of additives, contaminants,
toxinsor disease-causing organismsin food, beveragesor feedstuffs.

5. Appropriatelevel of sanitary or phytosanitary protection—Thelevel of protection deemed appropriate by
the Member establishing asanitary or phytosanitary measureto protect human, animal or plant lifeor health
withinitsterritory.

Note: Many Membersotherwiserefer to thisconcept asthe‘ acceptablelevel of risk'.

6. Pest- or disease-free area—An area, whether all of a country, part of a country, or all or partsof several
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countries, as identified by the competent authorities, in which a specific pest or disease does not occur.

Note: A pest- or disease-free area may surround, be surrounded by, or be adjacent to an area - whether
within part of a country or in a geographic region which includes parts of or all of several countries-in
which a specific pest or disease is known to occur but is subject to regional control measures such as
the establishment of protection, surveillance and buffer zones which will confine or eradicate the pest or
disease in question.

7. Area of low pest or disease prevalence—An area, whether all of a country, part of a country, or all or
partsof several countries, asidentified by the competent authorities, in which a specific pest or disease
occursat low levelsand whichis subject to effective surveillance, control or eradication measures.

Annex B: Transparency of Sanitary and Phytosanitary Regulations

Publication of regulations

1. Members shall ensure that all sanitary and phytosanitary regulations® which have been adopted are
published promptly in such a manner asto enableinterested Member sto become acquainted with them.

2. Exceptinurgent circumstances, Member s shall allow a reasonableinterval between the publication of a
sanitary or phytosanitary regulation and itsentry into forcein order to allowtimefor producersin exporting
Members, and particularly in devel oping country Members, to adapt their productsand methods of
production to the requirements of theimporting Member.

Enquiry points

3. EachMember shall ensurethat one enquiry point existswhich isresponsiblefor the provision of answers
to all reasonable questionsfrominterested Membersaswell asfor the provision of relevant documents
regarding:

() any sanitary or phytosanitary regulationsadopted or proposed withinitsterritory;

(b) any control and inspection procedures, production and quar antine treatment, pesticide tolerance and food
additive approval procedures, which are operated withinitsterritory;

(©) riskassessment procedures, factorstakeninto consideration, aswell asthe deter mination of the
appropriatelevel of sanitary or phytosanitary protection;

(d) the member ship and participation of the Member, or of relevant bodieswithinitsterritory, ininternational
and regional sanitary and phytosanitary organizations and systems, aswell asin bilateral and multilateral
agreementsand arrangementswithin the scope of this Agreement, and the texts of such agreementsand
arrangements.
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4. Members shall ensure that where copies of documents are requested by interested Members, they are
supplied at the same price (if any), apart from the cost of delivery, as to the nationals of the Member
concer ned®.

Notification procedures

5. Whenever an international standard, guideline or recommendation does not exist or the content of a
proposed sanitary or phytosanitary regulation isnot substantially the same asthe content of an international
standard, guideline or recommendation, and if the regulation may have a significant effect on trade of
other Members, Members shall:

(a) publish a notice at an early stage in such a manner as to enable interested Members to become
acquainted with the proposal to introduce a particular regulation;

(b) notify other Members, through the Secretariat, of the products to be covered by the regulation
together with a brief indication of the objective and rationale of the proposed regulation. Such
notifications shall take place at an early stage, when amendments can still be introduced and comments
taken into account;

(c) provide upon request to other Members copies of the proposed regulation and, whenever possible,
identify the parts which in substance deviate from international standards, guidelines or
recommendations;

(d) without discrimination, allow reasonable time for other Members to make comments in writing,
discuss these comments upon request, and take the comments and the results of the discussions into
account.

6. However, where urgent problems of health protection arise or threaten to arise for a Member, that
Member may omit such of the steps enumerated in paragraph 5 of this Annex as it finds necessary,
provided that the Member:

(a) immediately notifies other Members, through the Secretariat, of the particular regulation and the
products covered, with a brief indication of the objective and the rationale of the regulation, including
the nature of the urgent problem(s);

(b) provides, upon request, copies of the regulation to other Members;

(c) allows other Members to make comments in writing, discusses these comments upon reguest, and
takes the comments and the results of the discussions into account.

7. Notifications to the Secretariat shall be in English, French or Spanish.

8. Developed country Members shall, if requested by other Members, provide copies of the documents
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or, in case of voluminous documents, summaries of the documents covered by a specific notification in
English, French or Spanish.

9. The Secretariat shall promptly circulate copies of the notification to all Members and interested
international organizations and draw the attention of developing country Members to any notifications
relating to products of particular interest to them.

10. Members shall designate a single central government authority as responsible for the
implementation, on the national level, of the provisions concerning notification procedures according
to paragraphs 5, 6, 7 and 8 of this Annex.

General reservations

11. Nothing in this Agreement shall be construed as requiring:

(a) the provision of particulars or copies of drafts or the publication of texts other than in the language
of the Member except as stated in paragraph 8 of this Annex; or

(b) Members to disclose confidential information which would impede enforcement of sanitary or
phytosanitary legislation or which would prejudice the legitimate commercial interests of particular
enterprises.

Annex C: Control, Inspection and Approval Procedures’

1. Members shall ensure, with respect to any procedure to check and ensure the fulfilment of sanitary or
phytosanitary measures, that:

(a) such proceduresare undertaken and completed without undue delay and in no less favourable manner for
imported productsthan for like domestic products;

(b) the standard processing period of each procedureis published or that the anticipated processing periodis
communicated to the applicant upon request; when receiving an application, the competent body promptly
examinesthe compl eteness of the documentation and informsthe applicant in a precise and compl ete manner
of all deficiencies; the competent body transmits as soon as possible the results of the procedurein a precise
and complete manner to the applicant so that corrective action may betaken if necessary; evenwhenthe
application has deficiencies, the competent body proceeds asfar as practicablewith the procedureif the
applicant so requests; and that upon request, the applicant isinformed of the stage of the procedure, with any
delay being explained;

(©) information requirementsarelimited to what isnecessary for appropriate control, inspection and
approval procedures, including for approval of the use of additivesor for the establishment of tolerancesfor
contaminantsin food, beverages or feedstuffs,

import risk analysis handbook




Sps agreement

(d) the confidentiality of information about imported products arising from or supplied in connection
with control, inspection and approval is respected in a way no less favourable than for domestic
products and in such a manner that legitimate commercial interests are protected;

(e) any requirements for control, inspection and approval of individual specimens of a product are
limited to what is reasonable and necessary;

(f) any fees imposed for the procedures on imported products are equitable in relation to any fees
charged on like domestic products or products originating in any other Member and should be no
higher than the actual cost of the service;

(g) the same criteria should be used in the siting of facilities used in the procedures and the selection of
samplesof imported products asfor domestic products so asto minimize theinconvenienceto applicants,
importers, exportersor their agents;

(h) whenever specifications of a product are changed subsequent to itscontrol and inspectionin light of the
applicableregulations, the procedurefor the modified product islimited to what is necessary to determine
whether adequate confidence existsthat the product still meetsthe regulations concerned; and

(i) aprocedureexiststo review complaintsconcerning the operation of such proceduresand to take
corrective action when a complaint isjustified.

Wherean importing Member operatesa systemfor the approval of the use of food additivesor for the
establishment of tolerancesfor contaminantsin food, beverages or feedstuffswhich prohibitsor restricts
accessto itsdomestic marketsfor products based on the absence of an approval, theimporting Member shall
consider the use of arelevant international standard asthe basisfor accessuntil afinal determinationis
made.

2. Whereasanitary or phytosanitary measure specifies control at thelevel of production, the Member in
whoseterritory the production takes place shall provide the necessary assistance to facilitate such control and
thework of the controlling authorities.

3. Nothing inthisAgreement shall prevent Membersfrom carrying out reasonabl einspection withintheir
own territories.

In this Agreement, reference to Article XX(b) includes aso the chapeau of that Article.

2 For the purposes of paragraph 3 of Article 3, there is a scientific justification if, on the basis of an examination and evaluation of available scientific information in
conformity with the relevant provisions of this Agreement, a Member determines that the relevant international standards, guidelines or recommendations are not
sufficient to achieve its appropriate level of sanitary or phytosanitary protection.

3 For purposes of paragraph 6 of Article 5, a measure is not more trade-restrictive than required unless there is another measure, reasonably available taking into account
technical and economic feasihility, that achieves the appropriate level of sanitary or phytosanitary protection and is significantly less restrictive to trade.

4 For the purpose of these definitions, “animal” includes fish and wild fauna; “plant” includes forests and wild flora; “pests’ include weeds; and “contaminants’ include
pesticide and veterinary drug residues and extraneous matter.

SSanitary and phytosanitary measures such as laws, decrees or ordinances which are applicable generally.

SWhen “nationals’ are referred to in this Agreement, the term shall be deemed, in the case of a separate customs territory Member of the WTO, to mean persons, natural
or legal, who are domiciled or who have a real and effective industrial or commercial establishment in that customs territory.

7 Control, inspection and approval procedures include, inter alia, procedures for sampling, testing and certification.
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Annex 9: Acronyms and definitions

AFFA

appropriateleve of protection
(ALOP)

AQIS

biosecurity

Biosecurity Australia(BA)

good
CPPO
CVvO

Director of Animal and
Plant Quarantine

Environment Australia

Executive Manager of Biosecurity
Audtrdia

FSANZ

import risk analysis

IPPC

Department of Agriculture, Fisheriesand Forestry —Australia

Thelevel of protection deemed appropriate by acountry establishing
asanitary or phytosanitary measureto protect human, animal or plant
life or healthwithinitsterritory (according to Annex A of the SPS
Agreement). Thisisalsoknown astheacceptablelevel of risk.

Australian Quarantine and Inspection Service

The prevention of the entry, establishment or spread of unwanted
pestsand infectious disease agentsin people, animals, plantsor the
environment

An operating group inAFFA, responsiblefor the devel opment of
Australids biosecurity policy

Articleof trade, a so "goods’
Chief Plant Protection Officer
Chief Veterinary Officer

Secretary of AFFA, who has decision-making power under the
QuarantineAct 1908

Department of the Environment and Heritage

Officer incharge of Biosecurity Australia

Food StandardsAustraliaNew Zealand

The disciplinethrough which major biosecurity policy isdeveloped
and reviewed; import risk analysisincorporatesrisk assessment, risk
management and risk communication.

International Plant Protection Convention

Import Risk Analysis
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IRA team

IRAAP

MAB

MOU

PISC

OIE

Quarantine and ExportsAdvisory Council
(QEAC)

SPSAgreement

stakeholders

TBT Agreement

A group of experts, led by an officer from Biosecurity Australia,
that conductsthelRA.

Import Risk AnalysisAppeal Panel

Market Accessand Biosecurity, abusinessgroup in AFFA that
includesBiosecurity Australia

Memorandum of Understanding

Primary Industries Standing Committee, comprising relevant
Commonwed th, Stateand Territory ministers

OfficeInternational des Epizooties (World Organisation for
Animal Hedlth)

A ministerially appointed council that advisesthe Director of
Animal and Plant Quarantineand the Minister

WTO Agreement on theApplication of Sanitary and
Phytosanitary Measures

Government agencies, individua people, community or industry
groupsor organisations, whether in Australiaor oversess, that
haveaninterest in the subject matter of an IRA, including the
proponent/applicant for aspecific proposal.

WTOAgreement on Technical Barriersto Trade
technical working group
World Health Organization of the United Nations

World Trade Organization
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